Medical decision-making in the paediatric population is complicated by the wide variation in physical and psychological development that occurs as children progress from infancy to adolescence. Parents and legal guardians are the de facto decision-makers in early infancy, but thereafter, the roles of parents/ legal guardians and paediatric patients become ever more complex. Health care providers (HCPs), while not decision-makers per se, have a significant role in medical decision-making throughout childhood. This statement outlines the ethical principles of medical decision-making for HCPs involved in caring for paediatric patients. This revision focuses on individual decision-making in the context of the patient-provider relationship and provides increased guidance for dealing with disagreements.
BACKGROUND
Western society places a strong emphasis on self-determination and individual patients' rights. This model of autonomous decision-making is operationalized through the informed consent (IC) processes outlined in common law as well as by various forms of health care legislation (1) (2) (3) (4) . In general, IC requires that a decision maker: 1) has capacity to make the decision, 2) is adequately informed, that is, given all relevant information that a reasonable person would require to make a decision, and 3) the resultant decision must be voluntary and free of coercion.
The first step in this process is often a determination of capacity, specifically: "the patient's ability to understand information relevant to a treatment decision and to appreciate the reasonably foreseeable consequences of a decision or lack of decision" (5, 6) . In the paediatric patient, such capacity is either lacking, difficult to determine or varies with age, maturity and the specific situation. Thus, parents and legal guardians are most often the appropriate substitute decision-makers (SDMs) for infants and young children (7) . However, providers of paediatric health care are required to make assessments in the context of the patient's emerging self awareness, developing values and beliefs, maturing cognitive skills and, where present, provincial/territorial laws determining the age of majority or consent. Their role is complicated by the fact that there is no universally accepted, legally defined age for consent in Canada. Therefore, the capacity of the paediatric patient to consent to a proposed treatment varies with age and circumstances and must be determined on a case-by-case basis.
The second requirement in the IC process requires that a capable decision-maker be given all relevant information that a reasonable person would require to make an informed decision.
The final step is ensuring that the resultant decision is voluntary and free of coercion. The voluntariness of the paediatric patient's decision often comes into question because of their relatively limited life experience, their dependence on their parents and their emerging sense of self vis à vis spirituality, social identity, etc. When making treatment decisions for an incapable paediatric patient, the primary concerns of health care providers (HCPs) and SDMs should be to maximize benefits, minimize harms and preserve the best-interests of the patient.
A family-centred, shared decision-making model best respects and supports the emerging capacity of the paediatric patient as well as parental authority and the knowledge and expertise of HCPs.
The participation of children and adolescents in medical decision-making should always be sought, and their involvement should be proportionate with their capacity and circumstances. Their consent, assent or dissent (as defined below) must be respected whenever possible.
When disagreement exists, a stepwise approach that ensures due attention to transparency and process, including consultation should be employed to resolve the conflict.
CAPACITY IN THE PAEDIATRIC POPULATION
The first step in this care process is the HCP's assessment of a child's or adolescent's ability to understand the particular circumstances relevant to their illness and medical treatment. No universally applicable, validated tool exists in the paediatric world to determine capacity (8) .
Infants and preschool children have not yet attained even a very limited definition of capacity. In school-aged children, a developing self-awareness is acknowledged, as is the need for clinicians to respect and nurture the signs of emerging self-determination. Assent should be sought and strong indicators of dissent should be given serious consideration (9) (10) (11) . Nevertheless, many patients in this age group demonstrate signs of assent or dissent without fully understanding the circumstances driving a particular medical decision. In situations where capacity is not demonstrated, the process of obtaining IC must involve the patient's legal guardian(s) in a family-centred, shared decision-making process that also includes the interprofessional health care team (12) . Ultimately, legal decision-making authority rests with the SDM, who is required to act in the best interests of the child.
HCPs have an essential role in communicating treatment-related information to both the child and the SDM(s), promoting assent (where possible) with the child, helping the SDM consider the risks and benefits associated with a proposed decision, and ensuring the best interests of the child are met. HCPs are tasked with recognizing a minimum standard of acceptable care, meaning a treatment course that is beneficial, needed to maintain life or health in a paediatric patient, and below which a SDM is not permitted to act.
Medical decision-making in adolescents is more complicated. While adolescents may demonstrate comparable decision-making capacity to adults in empirical studies (7, 8, (13) (14) (15) (16) (17) (18) (19) , their ability to make appropriate decisions are affected-and perhaps impaired-by different psychosocial factors, such as peer pressure, impulsivity and risk-seeking behaviours (20, 21) . Natural developmental changes that follow from physiologic maturation and integrating life experiences help to reconcile the cognitive and psychosocial factors involved in decision-making. Similar concerns apply when approaching consent with patients experiencing mental health issues or complex/chronic conditions that make navigating the health care system a priority. The dynamic and progressive nature of capacity makes hard and fast definitions of attainment based on age thresholds impossible in this population. Instead, HCPs, legally and ethically, must ascertain individual patient capacity in case-specific circumstances.
When risks are minimal and the benefits of a proposed therapy are clear, for example, when considering treatment for a local infection, a 14-year-old may have sufficient capacity to understand and consent. But when refusing experimental chemotherapy, the same patient might not have the capacity to reason through the complex issues involved. If the youth is deemed capable and requirements for informed consent are met, authorization of treatment by an SDM is not legally required. When an adolescent's capacity is less certain, invoking the family-centred, shared decision-making model described above may be appropriate.
Common law recognizes the special status of emancipated and mature minors (22, 23) . Emancipated minors are adolescents who live independently from parent(s) or guardian(s), or who are parents themselves. Mature minors are adolescents who have demonstrated decision-making abilities in other areas of life and, as per the 'mature minor' rule, are: "capable of fully appreciating the nature and consequences of medical treatment [and] can give legally effective consent" (24) . In some jurisdictions, mature minor status is conferred as part of a formal legal process. In others, the designation is used informally for adolescents who have met the criteria for capacity according to their HCP. Members of Ontario's Consent and Capacity Board have developed basic guidelines for assessing capacity in young people (25) . HCPs should be aware of definitions operating in their province or territory. Some jurisdictions define a legal age of majority for consent to treatment (Table 1) (26) . Variations among legal statutes regulating health care consent and individual medical situations may lead care providers to seek advice from experts, such as hospital risk managers, ethics committees or legal counsel. A family-centred, shared decision-making approach may support the needs of the child and adolescent most appropriately (14) .
ASSENT AND DISSENT
The concept of assent is essential to recognizing and respecting any young patient's intrinsic value. Children should be provided with developmentally appropriate information and options, such that they know what to expect-and what is expected of them-and can participate, in a developmentally appropriate way, in their own care. For example, a young child should be offered The age of majority is 18 years. There is no stipulated age of consent for treatment.
A patient under 18 years of age is presumed to be without capacity but may also be assessed and determined to be a 'mature minor' and able to give consent to or refuse treatment. Any person who is at least 18 years of age and understands the nature and effect of a personal directive can make a personal directive and is presumed to understand its nature and possible effects. SDMs must be age of majority. Personal Directives Act, RSA 2000, c P-6 http://www.qp.alberta.ca/documents/Acts/p06.pdf Alberta Health Services, 'Consent to Treatment/Procedures Minor/Mature Minors' (PRR-01-03) https:// extranet.ahsnet.ca/teams/policydocuments/1/clp-consent-to-treatment-prr-01-03-procedure.pdf
Saskatchewan
The age of majority is 18 years. There is no stipulated age of consent for treatment.
A person under 18 years of age who is assessed and deemed capable of consenting to treatment (a mature minor) is allowed to make treatment decisions. Any person 16 years of age or more who has capacity to make a health care decision can make a directive.
SDMs must be age of majority unless they are a spouse, who then has capacity to make health care decisions. the choice of where to receive an injection, rather than whether to receive the injection. In many cases, seeking and obtaining assent can reduce patient anxiety, promote trust between patient and HCPs, and acknowledge a patient's developing autonomy. Patient engagement is usually possible without giving the impression that they have more control than they really do (22) .
It is assumed, first and foremost, that a child's discomfort and distress is minimized. When this is achieved, the child may still object strongly to a proposed treatment or procedure. This dissent should be recognized and acknowledged. In cases of overt dissent, a careful reconsideration of the medical necessity, risks and benefits of a proposed treatment is an essential step before continuing.
ROLES AND RESPONSIBILITIES OF THE SDMs
Most preadolescent children need an SDM to act on their behalf, and parents are usually the appropriate SDMs. A legally defined hierarchy of appropriate SDMs is outlined in most provincial/territorial health legislation that HCPs should be familiar with. It should be noted that the authority of SDMs is not absolute. In most jurisdictions, their decision-making authority is limited to interventions deemed to be medically necessary. In cases where medical necessity has not been established or a proposed treatment involves personal preference, intervention should be deferred until individuals are capable of making their own choice (26) . Also, SDMs are obligated to act in accordance with the previously expressed wishes of a prior capable patient or, in the patient's 'Best Interests' if those wishes are unknown or nonexistent (1).
BEST INTERESTS
A starting point for identifying a reasonable treatment decision for an incapable child or youth involves weighing the benefits against the burdens of a proposed treatment in the context of what is known of the patient's values, beliefs, family relationships and cultural norms (27) . Caution should be taken in assuming that the SDM always knows what's best for the patient. Take time to explore the reasons behind treatment decisions, especially in cases where high emotional stakes are in play, such as end-of-life care. The use of the Best Interests Standard requires three necessary and sufficient factors: 1) using the best possible information to assess and maximize an incapable patient's long-term benefits and to minimize any corresponding burdens; 2) choices made using this standard must meet a minimum acceptable threshold of care, as judged by the Reasonable Person Standard; and 3) SDMs must act in accordance with accepted moral and legal duties to their ward (28) . When significant uncertainty surrounds a treatment or its outcome, attention should focus on minimizing associated harms. For example, when a cure for a particular condition is unlikely and the treatment is associated with significant harms or burdens, altering treatment goals to provide palliative care and improve quality of life in the time remaining may be an appropriate course.
FAMILY-CENTRED, SHARED DECISION-MAKING
An emerging body of literature supports a family-centred, shared decision-making model of care in paediatrics (12, (26) (27) (28) (29) (30) . In this Relational Autonomy-based model, the values and beliefs expressed by the patient and family can also be guided by the medical knowledge and experience of HCPs to determine and promote the best possible treatment for an incapable patient. This approach does not replace the primary authority of parents as SDMs. Rather, it acknowledges the expertise and input of health care team members, while supporting decision-making authority within the family. In complex cases, additional discussion and consultation with experts in spiritual care, social work and bioethics add value to the decision-making process and help to ensure that the needs of all participants are met.
END-OF-LIFE DECISION-MAKING
Advances in medical care have increased the ability to prolong life. However, prolongation of life is not the primary goal of medical care and the use of such technologies must be considered in relation to the risks and benefits they provide to the paediatric patient. Medical decision-making at the end of life should focus on maximizing patient comfort and minimizing associated harms.
WITHHOLDING OR WITHDRAWING LIFE-SUSTAINING INTERVENTIONS
At some point during the care of a paediatric patient, it may be appropriate to withhold or withdraw life-sustaining interventions. This milestone may be reached when:
• progression to death is imminent or irreversible, • proposed interventions are ineffective or likely to result in greater harms than benefits, or • interventions only prolong the dying process, and discontinuing them would allow for better provision of palliative care.
These decisions are always difficult and may be controversial due to their emotionally charged, value-laden nature. However, patients, families and HCPs may yet benefit in different ways from family-centred, shared decision-making. Withholding or withdrawing artificial nutrition and/or hydration may be more controversial than withholding or withdrawing resuscitative measures or artificial ventilation. There are, however, circumstances in which stopping feeding and hydration may be considered (31) . The duty to provide appropriate palliative care and symptom management for the dying patient remains paramount throughout the end-of-life process.
RESOLVING CONFLICTS
Situations exist in which SDMs and HCPs experience competing interests (e.g., financial constraints, the needs of other family members or scarcity of supportive resources). Deeply held moral, religious or cultural beliefs sometimes contribute to conflict around medical decisions. Ideally, such concerns should be identified and addressed in a respectful manner as early as possible and discussions should be truthful and transparent, always assuming that the primary focus of decision-making remains the patient's best interests (22) . Open communication is often key to resolving such issues. Participants should clearly identify the values contributing to conflict and discuss the goals of the proposed treatment. Early discussion around the expectations, limitations and uncertainties of treatment options and outcomes may help establish mutually agreeable treatment plans. Occasionally, serious disagreements over what constitutes the patient's best interests persist among equally appropriate SDMs or between SDMs and HCPs, even after a collaborative decision-making process is implemented. Some examples include disagreements between parents with joint custody, the wish of HCPs for life-saving transfusion of blood products for a child whose parents refuse based on cultural or religious beliefs (32) or, conversely, the desire of parents or guardians to continue life-sustaining interventions when there is little hope of reasonable recovery. In such cases and if circumstances permit, the proposed intervention should be delayed while an attempt at resolution is made in the current clinical setting (23) . This step may involve further discussions and/or referral for a second, independent medical opinion.
Consulting with a spiritual care leader, social worker, patient relations expert, bioethicist or a bioethics committee, or with institutional or personal legal counsel, is often a useful step in complex cases. If the young patient's life is at risk, child welfare or child protection legislation mandates reporting in most jurisdictions. In such cases, consent will be given or withheld by a court. In the event of a true emergency, where time does not permit an HCP to access the options described, the ethical principles of beneficence and nonmaleficence, as well as laws under the emergency doctrine, permit the provision of emergent life-sustaining interventions. In Ontario, for example, application can be made to the Consent and Capacity Board, a quasi-judicial body with limited but growing experience in paediatric consent cases (33) . In other jurisdictions, parents, guardians or physicians can request legal intervention. In such cases, securing institutional and personal legal advice is a must. Being truthful and transparent throughout the process is vital to ensuring relations with the family and for meeting the best interests of the patient. Documentation of the medical situation as it progresses and of all meetings about the child's care must be impeccable and current.
Occasionally, paediatric HCPs consider particular medical intervention(s) to be inappropriate. Practitioners are not legally obligated to provide such treatments. Medical futility is difficult to define, and careful consultation with appropriate medical, legal and ethical experts may be warranted before declaring a treatment option to be inappropriate (34) . Once a treatment has begun, it is generally considered to be part of the patient's care plan; any subsequent decision to limit or withdrawal that treatment requires informed consent (35) .
An HCP may become involved in conflicts related to scarcity of resources. Allocating organs for transplantation or providing intensive life-sustaining therapies during a pandemic are two practical examples. A detailed discussion of the ethics of priority-setting is beyond the scope of this statement, but as a general principle, the first duty of HCPs is to the patient under care. Decisions around resource allocation are best made in advance, with appropriate representation from those impacted by the decision and following a clearly agreed upon process and framework (36) . Paediatric HCPs should be advocates for equitable access for paediatric patients to health care resources in such circumstances.
SUMMARY
Medical decision-making in paediatrics is complicated by the wide variation in physical and psychological development as patients age. The participation of children and adolescents in health care decision-making should increase in proportion to their developing capacity. Minimizing harm and maximizing the patient's best interests should always be the primary focus of medical decision-making. The following recommendations support those principles.
RECOMMENDATIONS
• Children's and adolescents' participation in medical decision-making should be sought in proportion to their developmental capacity to understand the nature and consequences of their medical problem as well as to reasonably foreseeable risks and benefits of the treatment proposed.
• HCPs and SDMs should be informed about, and act in accordance with, laws and regulations governing consent to treatment within their jurisdiction.
• HCPs must provide patients and their SDMs with all the information they need to participate effectively in the decision-making process.
• Assent or dissent should both be respected whenever possible; it is also recognized that in the absence of capacity, minimizing harms and maximizing the patient's best interests is the priority.
• HCPs, patients and families should work together to reach medical decisions based on the patient's best interests or outcomes.
• In cases of serious disagreement or competing interests, the HCP's primary responsibility is to the patient. • In complex social situations, a collaborative process should be agreed upon to clearly identify the SDM(s) in a timely fashion.
• HCPs should be aware of the conflict resolution process in place in their practice environment.
• In situations of conflict, HCPs have an obligation to seek and access resources to help resolve that conflict and to facilitate patient and family access to such assistance as well.
Recommended resources
Canadian Medical Protective Association. A consent guide for Canadian physicians: www.cmpa-acpm. ca/en/handbook s/-/asset_publisher/TayXf91A zW R2/content/consent-a-guide-for-canadian-physicians Royal College of Physicians and Surgeons of Canada, Medical decision-making and mature minors: http://www.royalcollege. ca/portal/page/portal/rc/common/documents/bioethics/ section1/case_1_5_2_e.html
